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DETAILED ACTION 
Response to Arguments 

1. Applicant's arguments filed on 14 July 2006 with respect to claims 2, 10-19 and 22-28 
have been considered but are moot in view of the new ground(s) of rejection necessitated by 
amendment. 

2. Additionally, Applicant's arguments filed on 14 July 2006 have been folly considered but 
they are not persuasive. Regarding Applicant's arguments that . .the endocardial lead system 
of Flynn is a fondamentally different type of device and is adapted for a fondamentally different 
purpose, and thus, Flynn does not teach or suggest the subject matter recited in claims 1,7, 10, 
17, 18, 22, and 24," Examiner respectfoUy disagrees. It has been held that a recitation with 
respect to the manner in which a claimed apparatus is intended to be employed does not 
differentiate the claimed apparatus from a prior art apparatus satisfying the claimed structural 
limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). Further, Flynn et al., U.S. Patent 
6,141,594 teaches, "although the use of the lead has been described for use in a cardiac pacing 
system, the lead could also be applied to other types of body stimulating systems" (column 9, 
lines 53-55). Consequently, the mvention of Flynn et al. is capable of being used for spinal cord 
stimulation. 

3. All of the dependent claims remain rejected due to their dependency from the rejected 
independent claims in view of Examiner's arguments above. Additionally, Examiner maintains 
the rejection under 35 U.S.C. 102(b) as anticipated by Flynn et al., U.S. Patent 6,141,594 for 
claims 1, 5, 7, 9 as submitted in the Office Action mailed on 14 April 2006 and as re-submitted 
herein below. 
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Claim Objections 

4. Applicant is advised that should claim 12 be found allowable, claim 15 will be objected 
to under 37 CFR 1,75 as being a substantial duplicate thereof. When two claims in an 
appUcation are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowmg one claim to object to the other 
as being a substantial dupUcate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC§112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claims 1, 2, 5, 7, 9-19 and 22-28 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. The claimed subject matter "to allow fibrosis around the first and second lead 
bodies to occur" in combination with the other elements in the claims. The original specification 
did not disclose any teaching on allowing fibrosis around the first and second lead bodies to 
occur. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the Applicant regards as his invention. 

8. Claims 1, 2, 5, 7, 9-19 and 22-28 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
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Applicant regards as the invention. The term "sufficient" in claims 1,7, 10, 17, 18, 22 and 24 is a 
relative term, which renders the claim indefinite. The term "sufficient" is not defined by the 
claims, the specification does not provide a standard for ascertaining the requisite degree, and 
one of ordinary skill in the art would not be reasonably apprised of the scope of the invention. 
The recitation that an element (in the instant case, "a period of time") to perform a given function . 
is not a positive limitation but only requires the ability to so perform. It does not constitute a 
limitation in any patentable sense. 

Claim Rejections - 35 USC §102 

Claim Rejections - 35 USC §103 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the Applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the Applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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11. Claims 1, 5, 7, 9 are rejected under 35 U.S.C. 102(b) as anticipated by Flynn et al., U.S. 
Patent 6,141,594 or, in the alternative, under 35 U.S.C. 103(a) as obvious over Flynn et al., U.S. 
Patent 6,141,594. 

12. Flynn et al. disclose a lead system (e.g., Figs. 1 A-IB and 9, elements 100, 200, 402, 
respectively), a first lead body having at least one electrode/(first lead) (e.g., elementsl30/152); a 
second lead body having at least one electrode/(second lead) (e.g., elements 132/154); a 
connection member coupled to a first lead body and a second lead body and operable when a 
connecting member (e.g., elementHl) is in a first state to maintain at least a portion of a first 
lead body in a first position relative to at least a portion of a second lead body/(means coupled to 
a first lead and a second lead for maintaining at least a portion of a first lead in a first position 
relative to at least a portion of a second lead) (e.g.. Figs. lA-lB); wherein a connection member 
is resorbed over a sufficient period of time (e.g., column 10, lines 27-29) and when implanted 
within an epidural space of a patient to allow fibrosis around first and second lead bodies to 
occur is a functional use recitation and it has been held that a recitation with respect to the 
manner in which a claimed apparatus is intended to be employed does not differentiate the 
claimed apparatus from a prior art apparatus satisfying the claimed structural limitations. Ex 
parte Masham, 2 USPQ2d 1647 (1987). Consequently, the invention of Flynn et al. is capable of 
being implanted in an epidural space to allow fibrosis around first and second lead bodies to 
occur because it is similar in size and shape to Applicant's claimed invention, it is used in the 
heart which requires a small sized lead, and the size of the epidural space has not been defined 
nor claimed, and the fibrosis has not been claimed. (See alternative 103(a) rejection below) 
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13. In the alternative, claims 1 and 7 are rejected under 35 U.S. C. 103(a) as being 
unpatentable over Flynn et al., U.S. Patent 6, 141,594. 

14. Flynn et al. disclose the essential features of the claimed invention and that the lead can 
be used in other areas of the body as described above but not explicitly a lead implanted within 
the epidural space of a patient. However, it is well known in the art to have a lead capable of 
being implanted within the epidural space of a patient because it is well known to make a lead as 
small as possible to be placed unobtrusively in the body to perform appropriate therapy in the 
spinal region to treat different problems of the patient, such as pain. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to have 
modified the invention of Flynn et al. to include a lead implanted within the epidural space of a 
patient so that appropriate therapy can be performed for spinal cord needs. 

15. Claims 2, 10-19 and 22-25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Flynn et al., and in view of Westlund et al., U.S. Patent 5,951,597. 

16. Flynn et al. disclose a first lead; a second lead; and a connection member, comprising: a 
first portion attached to a first lead, a second portion attached to a second lead and coupled to a 
first portion as described in paragraph 12 above; a third portion coupled to a first and second 
portion (e.g.. Figs. 4A-4B, elements 152-first portion, 154-second portion, and 166-third 
portion) [Examiner notes that this continuous dissolvable medical adhesive is consistent with 
Applicant's disclosure that the portions 104, 106, 108 may also be made into one unitary portion, 
and the dissection into three portions is for illustrative purposes only (e.g., page 12, lines 14- 
20)].. Flynn et al. do not disclose resorbable polymer material that is resorbed when implanted 
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within a patient over a sufficient period of time to allow fibrosis to occur. However, Westlund et 
al. disclose resorbable polymer material that is resorbed when implanted within a patient over a 
sufficient period of time to allow fibrosis to occur (e.g., column 3, lines 37-45 and 47-49) to 
allow for efficient and comfortable implantation of a device and to safely allow subsequent 
reliable placement of the device at a desired site notwithstanding body movement. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have modified the invention of Flynn et al. to include resorbable polymer material that is 
resorbed when implanted within a patient over a sufficient period of time to allow fibrosis to 
occur, as taught by Westlund, et al. to allow for efficient and comfortable implantation of a 
device and to safely allow subsequent reliable placement of the device at a desired site 
notwithstanding body movement. 

17. Alternatively, claims 2, 10, 12, 15, 17, 18, 22 and 24 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Flynn et al., U.S. Patent 6,141,594. 

18. Flynn et al. disclose the claimed invention but does not disclose expressly resorbable 
polymer material. It would have been an obvious matter of engineering design choice to one of 
ordinary skill in the art at the time the invention was made to modify the resorbable material as 
taught by Flynn et al,, to have resorbable polymer material, because Applicant has not disclosed 
that resorbable polymer material provides an advantage. One of ordinary skill in the art, 
furthermore, would have expected the Applicant's invention to perform equally well with the 
resorbable material as taught by Flynn et al., because the resorbable material holds the device in 
a desired position at a designated time and then releases it at the appropriate time to accomplish 
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and administer therapy. Therefore, it would have been an obvious matter of engineering design 
choice to modify the resorbable material to obtain the invention as specified in the claim. 
Additionally, it is well known in the art to use resorbable polymer material to provide a safe 
surface for implantation and subsequent reliable placement of a device at a desired site 
notwithstanding body movement. 

19. Claims 26-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over Flynn et al 
and Westlund et al. as applied to claim 24 above, and further in view of Cooke et al., U.S. Patent 
5,643,328. 

20. Flynn et al. and Westlund et al. disclose the essential features of the claimed invention as 
described above except for a source comprises a wireless receiver (claim 26), an implantable 
pulse generator (claim 27), and a controller operable for communicating with a source and 
controlling a source (claim 28). However, Cooke et al. disclose a source comprises a wireless 
receiver (e.g.. Fig. 3; column 4, lines 47-51) and an implantable pulse generator (e.g.. Fig. 1), 
and a controller operable for communicating with a source and controlling a source (e.g., Fig, 3) 
to provide an effective implantable cardiac stimulation system with a reliable patient 
communication apparatus. Therefore, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to have modified the modified inventions of Flynn et al. 
and Westlund et al. to include a source comprises a wireless receiver, an implantable pulse 
generator, and a controller operable for communicating with a source and controlling a source, as 
taught by Cooke et al. to provide an effective implantable cardiac stimulation system with a 
reliable patient communication apparatus. 
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Conclusion 

21 . Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office Action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this Final Action and the Advisory Action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the Advisory Action is mailed, and any extension fee pursuant to 
37 CFR 1 .136(a) will be calculated from the mailing date of the Advisory Action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
Final Action. 

22. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Terri L. Smith whose telephone number is (571) 272-7146. The 
Examiner can normally be reached on 7:30 a.m. - 4:30 p.m.. 

If attempts to reach the Examiner by telephone are unsuccessfiil, the Examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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